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eSubmitter eCopies Quick Reference Guide

The Food and Drug Administration’s Center for Devices and Radiological Health’'s (CDRH) MDUFA
[l eSubmitter eCopies tool allows for applicant to create an electronic copy (eCopy) that is
consistent with the technical specifications.

eSubmitter Useful Steps

L:E;.| 1. Create new submission

| U | 2. Open existing submission

3. Save submission

Simple view

4
5. Expert (outline) view
6

. Home screen (return to the beginning at any time)

& 7. Navigation buttons for simple view

| 8. Process screen changes
E| 9. Screen undo
|j:| ” -—i| 10. Cut, Copy and Paste

aewﬂmm

| 11. Package submission

12. Help

@@%—l

Initial Steps

1. An eSubmitter Registration window will be open. You can choose to register now or later registration
information can be found at http://www.fda.gov/downloads/ForIndustry/FDAeSubmitter/UCM306936.pdf

on page 8.
eSubmitter Registration )]

Please register this software with the Food and Drug Administration {FDA).

By registering you will be providing valuable statistical data that will be used in an efiort to better
understand the needs of industry, as well as to help justify and guide future development efforts

The registration process entails the entering of general contact information and the generation
of an email directed to FDA. Select the [Next] button below to proceed.

‘ Register Later | | Hext ‘
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2. Set the location where your file eSubmitter package will be saved on your local drive when you complete
the process. This is done by going to File > Preferences > File Location. Then modify the Package

Location field. Click OK when done.

User Preferences Dialog §|

Auto-Save | Layout | Hetworking | File Viewer | Messages | Memory |
Preferences related to the location of application files

#\  The Data Location identifies where report data files are stored when saved.
/

Data Location C\Documents and Seltings\SXMN Wy Documents\Data | | f,:] | ?J |

@\ The CQutput Location identifies where files are generated as part of the output (e.g., reports).
/

Qutput Location CDocuments and Seltings\SXMNMy DocumentsiDatal | | ﬂ | o) |

#\  The Submission Package Location identifies where the final Submission files are located
— once packaged.

Package Location ) | |C:1.D0cuments and Seltings\SXNMy Documents\Datal | | & | T |

#\  The Temporary Location identifies where files are generated in support of the outputs. This
" should be on a local drive when working with a nelwork folder for outputs to limit file
conflicts belween users.

Temporary Location | [C\Documents and Settings\SXNMy Documents\D ata) | |'EJ | a) |

| Previous || Next | |

3. At the main screen, select the Create New Submission button in the left panel. Please disregard

the welcome message as it does not pertain to eCopies.
BEIE

Ed eSubmitter
File Edit View Output Tools Help

EEEN=E RSB E R EEIENR

CeSubmitter

E

Menu Options 12 1" Messages |
../ History |

| MlertsandMews | . HelpfulTips | . Addresses and Contacts | . Links | . Frequently Asked Questions
a Create New Submission...

T

ﬁ eSubmitter Quick Guide...

AF
Exit Application

sctronic Submission Software

‘ Welcome to eSubmitter! An FDA Electronic Submissions Software Initiative

ission process.
- data in a more
cuiew times.

Overview: This software application enables electronic submission of regulatory information to FDA in an effort to automate th
ins & ala capturing tools and helpful dialog boxes to reduce redundant responses, and to allow FDA *
= benefits enable Centers within the FDA to improve our review process and reduce

. =submitter Quick Guide", which
4 SUide” also provides information on
Can be launched from the corresponding

Bihe eSubmitter application, see the "Getting Started"” se
e intro screen. In addition, the "eSi
@process. The "eSubmis

e eSubmitter team at: esubmitter@fda hhs gov
eufor Regulatory questions, contact the
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4. Scroll down the list and choose CDRH: eCopies.
x|

Create New Submission

Select Submission Type »l

List of Available Submission Types

©

MName | Version | ersion Date
CDRH: 806 Corrections and Remaoval Reporting 1.0 050812012 09:58:42 {2
CDRH: Complaint Reporting (Medical Device and Radiation Emitting Products) 1.0 05/08/2012 09:59:12 ,
DRH: eCopies | 1.0 08/21/2012 03:55:47 B
CDRH: In Vitro Diagnostic Device - 510(k) 1.3 08/05/2012 08:17:43 e
CDRH: 15013485 1.0 08/05/2012 08:18:30
CDRH: MedWatch Form 35004 (OMB MNo. 0910-0291) 1.0 08/05/2012 08:19:20

CDRH: Radiation Emitting Product (OMB MO, 0910-0025) 23 UBJ’UEJ’EU']E']']GBZ?.-‘\T_

Description of Selected Submission Type

5. Click Next to proceed.
6. Complete the Descriptive Name and File Name fields.

TIPS:
o The Descriptive Name will be the name that is referenced at the top of the eSubmitter
screen as you continue through the process.
o File Name (.xml) field, allows you to create a name for your eSubmitter data file. (This is
different than the eCopies output)
« File name will not accept periods, colons, question marks, angled braces, bar, tilde,
asterisk, single/double quotes and forward or backward slashes.

Create New Submission )
Step 2 Provide Submission Details
Specify the Submission Descriptive and File Names o
* | Descriptive Name ] |Spina| Systermn X¥Z |
* | File Name (xml) @ | [ |
Additional Comments about this Submission o

7. Click Create to proceed.

00000000000000000000’



FoA U.S. Food and Drug Administration

eSubmitter eCopies Quick Reference Guide

8. Determine the view that you want to work in. There is the Simple view and the Expert view.

The Simple view is the default, and it is shown below.

PEREEIIE

File Edit View Oufput Tools Help

Y] = Tl

9

Submission Name: 913 quick guide Last Modified:  09/13/2012 11:21:43 AN
Report Type: CDRH: eCopies Date Packaged:
Screen View | Submission: eCopy Structure s

eCopy Structure

#\  The structure of an eCopy is highly dependent on the overall file size ofthe submission and can be organized using files and folders in one ofthe following ways

=
1. Volume-based eCopy submission (generally recommended for large o complex submissions) - create either multiple volumes on ane or more CDS/DVDS arganized into folders containing each velumes associated
files or create one PDF document for each volume.

2, Non-volume-based eCapy submission (generally recommended for small submissions) - create either ene PDF document for each table of contents entry or create a single PDF document with bookmarks
corresponding to the table of contents.

Flease select the type that best describes your eCopy structure ® Non-Volume Based
! Volume Based

#\  some submissions may require files that should not or cannot be submitted in PDF farmat. These files can be submitted in their native format as lang as they are placed in a 7ip file(s) under one ofthese subfolders
—=

1. Misc Files (e.0., videos, ¥-rays, machine-readable software source code) may be submitted in native formats such as, but not limited to: .gif; f, jpa; .avi; mpea; wmv; and Bt In addition, for the purpose of streamlining
the review process, FDA encourages you to also include Word copies of some of the documents or pieces of information provided in the main body of the eCopy as a PDF (e.0., labeling).

2. Statistical Data (e.q., statistical raw data, statistical analysis programs) may be submilted in their native format such as, but not limited to: SAS; XPORT; XML; SGML; S-Plus; R files; XML; ASCII; Molfiles; and Excel

Does your submission contain Misc Files or Statistical Data? Select all that apply. [¥] Misc Files

|| Statistical Data

The Expert view has a left panel and may make it easier to navigate through the process. You
an change the view by clicking the Expert icon at the top of the screen. The Expert

view is shown below. You can switch between the Simple and Expert views any time by

clicking between the Expert or Simple icon which is next to the Expert icon.

The remaining slides will be shown in the Expert view.

IR E L)

File Edit View QOutput Tools Help

[EN R Th= e ST

B

Submission Name: 913 guick guide Last Modified: 09/13/2012 11:21:43 AM
Report Type: CDRH: eCopies Date Packaged:
Qutline ‘| Screen: eCopy Structure

(.9 submission | || ecopy structure
/1 eCopy Structure [
%] Non-volume Based H

The structure of an eCopy is highly dependent on the overall file size of the submission and can be organized using files and folders in one of the following ways
=
1. Volume-based eCopy submission (generally recommended for large or complex submissions) - create either multiple volumes on one or more CDs/DVDs organized into
folders containing each volumes associated files or create one POF document for each volume.
(2] Statistical Data and MiscFiles
2. Non-volume-based eCopy submission (generally recommended for small submissions) - create either one FDF document for each table of contents entry or create a single
PDF document with bookmarks corresponding to the table of contents.

Please selectthe type that best describes your eCopy structure (® Non-Volume Based

' Volume Based

» Some submissions may require files that should not or cannot be submiilted in PDF format. These files can be submilted in their native format as long as they are placed in a zip
—=file(s) under one of these subfolders

1. MiscFiles (e.g., videos, x-rays, machine-readable sofiware source code) may be submitted in native formats such as, but not limited to: .gif, if, jpg; .avi; .mpeg, .wmy; and .t In
addition, for the purpose of streamlining the review process, FDA encourages you to also include Word copies of some ofthe documents or pieces of information provided in the
main body ofthe eCopy as a PDF (e g., labeling).

2. Statistical Data (e.g., statistical raw data, statistical analysis programs) may be submitted in their native format such as, but not limited to: SAS; XPORT, XML; SGML; S-Plus; R
files; XML; ASCII; Molfiles; and Excel.

Does your submission contain Misc Files or Statistical Data? Select all that apply. [v] Misc Files

|| statistical Data
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9. Determine which type of eCopy structure you want to create and choose Non-Volume based or
Volume based on the right side of the screen.

In addition, do you have non-PDF files to add? If so, then choose the Misc Files and/or
Statistical Data folder, as applicable. All files in these sections must be part of a zip file.

File Edit View Output Tools Help

FEEEREERIEERERDE

Submission Name: 9132 guick guide Last Modified:  09/13/2012 11:21:43 AW
Report Type: CDRH: eCopies \ Date Packaged:

Qutline ‘ Screen: eCopy Slrklure

i ;| | eCopy Structure
] eCopy Structure 1
2] Non-Valume Based :

The structure of an eCopy is highly dependent on the overall file size of the submission and can be organized using files and folders in one of the following ways:
=

1. Volume-based eCopy submission (generally recommended for large or complex submissions) - create either multiple volumes on one or more CDs/DVDs organized into
folders containing each volumes associated files or create one POF document for each volume.
2] Statistical Data and Misc Files

2. Non-velume-based eCopy submission (generally recommended for small submissions) - create either one PDF document for each table of contents entry or create a single
PCF document with bookmarks corresponding to the table of contents.

Please select the type that best describes your eCopy structure

h (@ Non-Volume Based

' Volume Based

#®\  some submissions may require files that should not or cannot be submitted in PDF farmat. These files can be submitted in their native format as long as they are placed in a zip
—file(s) under one of these subfolders.

1. MiscFiles (e.0., videos, ¥-rays, machine-readable soflware source code) may be submitted in native formats such as, but not limited to: .gif; 4if, jpg; .avi; .mpeg; wmy; and tt. In

addition, for the purpose of streamlining the review process, FDA encourages you to also include Word copies of some of the documents or pieces of information provided in the
main body of the eCopy as a POF (e.q., Iabeling).

2 Statistical Data (e.g., statistical raw data, statistical analysis programs) may be submilted in their native format such as, but not limited to: SAS; XPORT; XML; SGML; 5-Plus; R
files, XML, ASCII; Molfiles; and Excel.

Does your submission contain Misc Files or Statistical Data? Select all that apply.

b [V] Misc Files

[ Statistical Data

10.Click the green right arrow in the top navigation panel to proceed to the next screen.

Depending on what combination you chose in the first screen, the next set of screens will differ.
Non-Volume Based

11. Add one file at a time by clicking onto the green plus sign.

MG

Eile Edit View Output Tools Help
PIEIE RS-

IEVEA = e RSV

Submission Hame: Spinal System XYZ

Last Modified: ~ 09/10/2012 07:53:10 AM

Report Type: CDRH: eCopies Date Packaged:

Outline ‘ Screen: Non-Volume Based

@ Submission Attach PDF files for a Non-Volume Based eCopy Submission

j :JCUE?JU?S;ZIUE::SEU @ Before altaching PDFs, verify that each PDF does not contain: embedded altachments, Password Protections and are smaller than the 50 mb POF file size maximum.
After altaching PDF files, utilize the arrow buttons to manipulate the sort order to match your paper submission [ ]
[ ) | U = J a @ 3 0 items in the list

Title | Name | Date | Size | Path

ol vl |
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Non-Volume Based cont.

12. The Attach File to Response window pops up. To add a new file, make sure the button entitled,
“Select a New File from the Workstation or Network” is selected. Click the folder icon to
navigate to and select the desired PDF. Then complete the Descriptive Title of that file.

Click Attach Selected File at the bottom of the pop-up.

HEE
file Edit View Ouiput Tools Help
B R NEEEERIEEREEEE
Submission Name: Spinal System XYZ Last Modified: 09/10/2012 08:13:10 AM
Report Type: CDRH: eCopies Date Packaged:
Outline | Screen: Non-Valume

File Attachment Dialog

@ submission | Attach PDF fil

) eCopy Structure = Attach File to Response & ko por nie size maxmum
] Nen-Volume Based @
After attaching  Selecta File from a List of Previously Attached Files Ier,i a New File from the Workstation or Network °
(%) Statistical Data and Misc Files | & ” = 1 item in the list
— Step 2 Locate the File to Attach 7 Path
Cover Lefter ——— ['5006BWDUFA_NeCopiesTest_CasesiUATISampleCover.. | =]
Locate File @ | [locn512198212101500GBIMDUFA_liNeCopiesiTest_Cases\UA H Q | = ]
Descriptive Title @ | [Device Description|  M——n J =
LY

Description of the Selected File

Close wiChanges | Attach Selected File

TIP: You can edit a PDF file entry in the
same screen above by choosing the other
button entiﬂed, “Select a File from a List of electaFuefromaustorpreuiousjynnacned Files () Select a New File from the Workstation or Network
Previously Attached Files.” As you can see ——

Attach File to Response )

from the screen ShOt to the rlght thIS Select the File to Attach from the List ¥
changes the options available, including the | | sty AtzcresFies (2 [S]9]
. s ag = Title MName Question Count Date
avallablllty of an Edit icon. Cover Letter |001_CoverLeitert]3JUL12....|1 I07f0312012 02544814
Device Description 001_M080021 MO02 001 ... |1 06/27/2012 04:36:14

13. When done adding files, close the
window by clicking Close w/Changes ) =
on the bottom left. " — —

2files in the list.

Description of the Selected File

Close wiChanges Attach Selected File

00000000000000000000‘
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14. You can sort your final list of files with the up and down arrow icons.

File Edit View Qutput Tools Help

- =[x

T ' | Yy 3l ! o
[EESI I M= s N N T EI R E = )
Submission Name: Spinal System XYZ Last Modified:  09/10/2012 08:24:45 AM
Report Type: CDRH: eCopies Date Packaged:
Outline | | Screen: Non-Volume Based

@ submission | : Attach PDF files for a Non-Volume Based eCopy Submission

[+ eCopy Structure

E 2 Before altaching PDFs, verify that each PDF does not contain: embedded altachments, Password Protections and are smaller than the 50 mb PDF file size maximum.
+1 Non-Volume Based H

]

i | afer altaching POF files, utilize the arrow buitons to manipulate the sort order to match your paper submission

(2] s |=Jaje]s

(2] Statistical Data and Misc Files 2 items in the list

: Title | Name Date | Size | Path
i [Cover Letter 001_Cover Lelter 03JUL12.... 07/03/2012 02:54:48 PM 217 KB Nocw5121982\2tb\500GBWDUFA_lleCopiesiTest_Cases\UAT\ISampleCover... | |
;| |Device Description 001_M080021 M0O02 S001 .. 06/27/2012 04:36:14 PM 671KB Nocw5 12198212tk 500GBWDUFA_lleCopiesiTest_Cases\WATISampleCaver..

: N

If, in the first screen, you had chosen the Misc Files and/or Statistical Data folders for non-PDF
flles:[z then proceed to'the next step by clicking the green arrow at the top of the navigation
section.

15]
File Edit

E1S

15.

View Output Tools Help

H GO &3O :R B

However, if you had NOT chosen one of these two folders, then you would have a message
below your list of files instructing you to proceed to packaging your submission. Skip to #23 for
packaging instructions.

Q|

L )

The next screen shows the Misc Files and Statistical Data folders. However, only the folder(s)
chosen in Step # 9 are enabled, as indicated by the green “+” button. If you did not choose one
of the folders, then it would be a grayed-out “+” button, which prevents you from adding to that
folder. As an example, the screen shot below shows that both folders were chosen.

16.

& HEE

Eile Edit View Output Tools Help

EEE =

BRI

+

@

5)

Last Modified:  09/10/2012 08:51:37 AM

Submission Hame: Spinal System XYZ
Date Packaged:

Report Type: CDRH: eCopies
Outline | Screen: Statistical Data and Misc Files
@ submission | Please altach any statistical data. Files must be in zip format. ]
v eCopy Structure g @ = 2 F
1 Non-Volume Based : |iH_“"_”_‘\“ u 4 PG
- Title T Name Date | Size T Path
4 stats data New Microsoft Office Acces_ . 07/27/2012 12:15:53 PM 8KB Wocw5121982\2th\500GBIMDUFA_IINeCopies\Test_CasesW AT Test Scenario | =)
v Statistical Data and Misc Files :
E N Y
" | Please attach any misc files. Files must be in zip format. [ ]
: | & H D " = ” 4 ‘ @ 3 1 item in the list
: Title | Name Date | Size | Path
| [x-rays MNew Microsoft Office Acces... 07/27/2012 12.15:53 PM 8KB \\Uuw5121982\21[)\50UGEIWIDUFA_\Il\eCuples\Tesl_Cases\UAT\TestScenarlu..’E
4l Il

® & & & & S S & O O S O o o
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Add the zip file(s) that contain non PDF files to each enabled volume. The steps for adding zip
files are the same as for PDF files. There must be at least 1 zip file added to each enabled
folder (in this example, both folders) or you cannot proceed to packaging the submission

Tip: To create a file utilizing WinZip, follow these steps;

Create and name a new folder

Identify and move all the files you wish to zip in the new folder
Select all files

Right click on the files

A WinZip prompt will appear

Click the "Add" button

Zip file created

"

File Edit WView Favorites Tools Help Hh
QP - ¥ | SO search Folders | [T37]~
Address |[[J) C:\Documents and Settingsmatthew.russell\My DocumentseCopies Testing\Controled_Submission - a Go
MName Size Type Date Modified
File and Folder Tasks £ = 002_CDRH Cover Sheet.pdf 1,056 KB Adobe Acrobat Doc... 6/15/2012 56:57 PM

3y Move the selected items Open with Adobe Acobat X i Adobe AcrobatDoc... 6/13/2012 6:23 PM

. X Print | Adobe AcrobatDoc... 6132012 6:24 PM

D ErEy TR EEEE lEnE Zip Unzip | Adobe AcrobatDoc... 5212012 7:16 PM

(2) E-mail the selected items 7-zip » | Adobe AcrobatDoc...  5/25/2012 7:498 PM

PC Delete the selected items S 007, | Adobe AcrobatDoc... 5212012 7:41PM

PELLEN & Combine supported filesin Acrobat... | agope acrobatDoc...  5/21/2012 7:19 PM

EditFlus 3 {  Adobe Acrobat Doc... 5212012 7:21 PM

Other Places 2 Open With » | Adobe AcrobatDoc... 5/21f2012 7:23PM
I =Copies Testing Gf'l_’orboiseSVN N

£} My Documents
i@ My Computer W Scan for threats...

€3 My Network Flaces
Comy To Folder. . o3 Add to Controled_Submission. zip
= o Add to recently used Zip file »
o Zip and E-Mail Controled_Submission. zip
3 Fip and E-Mail Plus. ..
cut 5l Configure
Total File Size: 7.73 MB Copy T

Details 2~ Move To Folder...
Send To >
9 items selected.

Create Shortout
Delete
Renames

Properties

Add the selected items to an archive

17. As per the message at the bottom of the screen, after adding all zip files, proceed to packaging
your submission. Skip to #23 for packaging instructions.
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Volume Based
18. If you selected a Volume Based submission, the screen below is what you will first see.

- a]
File Edit View OQOutput Tools Help

BjodaD 6060 8 +5 ne e

Submission Name: Spinal System ABC Last Modified:
Report Type: CDRH: eCopies Date Packaged:
Outline | ;| Screen: Volume Based

@ Submission i/ | volume Generator :

(] eCopy Structure 1 ) | = @ List | Detail @ & @ L

1] Volume Based
1 Atachments
This screen supports the data input of tabular Volume Name information.

For help on how to use this screen, view the screen instructions available by selecting the 'Hint' option (denoted by a lightbulb) at the top right of the screen.

19. Add each volume name by clicking on the green “+” button and adding the Volume Name.

Screen: Volume Based

Volume Generator

L | = | = | | List Info A ® it 3
Volume Count

| Folder Name L B¥) I|Introduc1ion

3 |

20. To manage the volumes:
o« To view the list of volumes, click the List button.

« To delete a volumes, click the List button, choose the volume you want to delete, and click
the red “-“ button.

o To modify a volume name, click the List button, choose the volume you want to rename,
and click the Detail button.

e To reorder volumes, click the blue up and down arrows.

21. Once you have finished adding volumes, click the green arrow key at the top to proceed.

00000000000000000000’
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22. The steps for adding the individual files are the same as for a Non-Volume Based submission
with one exception. There is now a Volume Name section with a drop-down feature that allows
you to select the volume to which a particular PDF file is to be added. After adding files as per
steps #11-16 above, organizing them under the appropriate volume, proceed to packaging your
submission. (Step #23)

[BNEX]

File Edit View Ouiput Tools Help

ENE == BN R E F Y

Submission Name: 912 real deal
Report Type: CDRH: eCopies

Last Modified: 09/12/2012 04:43:19 PM
Date Packaged:

Outline | Screen: Attachments

@ Submission | Volume Name Mechanical Testing

Using th
Device Description
2] Volumne Based All PDF ical Testing

1 eCopy Structure Introduction ‘
] Altachments possible

After attaching PDF files, utilize the arrow buttons to manipulate the sort order to match your paper submission. [Note: Arrow buttons not vet implemented] o
| Y | N == Q, @ .3 0 iterns in the list
Title | Name | Date | Size | Path

< ] [»]
@ When you have finished adding all of your PDF files, please proceed ta packaging your submission by hitting the Package Files icon at the top of the screen

Packaging the Submission

23. Select the Package Files button on the top bar and select it.

File Edit View QOutput Tools Help

@

m
©

24. There are two outcomes of hitting the Package Files button.

o The first outcome is that you receive a small window alerting you of an error. If you do not
know what the error is, the window will give you an option to view a missing data report
that will be displayed to give you details of what is missing to prevent your submission
from packaging.

o The second outcome is that you do not receive an error message. If this is the case, then
you will proceed to the packaging steps below.

25. Step 1 of Packaging Submission Files has a description about what it entails. However, none
of it pertains to eCopies. DISREGARD IT.

Note that the Package Folder Name does not match the Descriptive Name provided in Step
#6. Nor do you have the option of renaming it at this point. Having said that, once this is
saved on your local drive, you can rename it.

The Package Output Location is what you identified in Step #2. You do have the opportunity to
revise this location at this point.

00000000000000000000”
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Click Next to proceed.

BRI =N

Submission Name: Spinal System XYZ
Report Type: CDRH: eCopies

FEPEE B

QOutline -

‘@ Submission

Packaging Submission Files

Overview and Package File Information

What Submission Packaging Entails...

] eCopy Structure
[+ Mon-Volume Based

[+ | Statistical Data and Misc Files

submission and verifying there is no information missing, you are reads
L o note that the packaging process may differ based on the
g for additional information on each step of ©

sage the files for
SO0 be filed. "Click"

During the packaging prot
available for certain submi:
a single ZIP file per submi
transmitting to FDA.

smission approach (may not be
file. The packaging process will result in
puld not be altered in any way prior to

For detailed s

General Submission Package Information ¥
* | Package Folder Name ® ||fuab2acs-89a1-1f71-3863-d00p00d09bd1 |
* | Package Output Location @ |[E\Documents and Setings\SXNlly DocumentsiDatar || & | =i |
|

Cancel Hext

26. Step 2 of Packaging Submission Files shows details about your files, including irrelevant
information about question counts that does not pertain to eCopies. DISREGARD IT.

File Edit View OQutput JTools Help

[ENE =] fee

(S

PERERIDIR

Submission Name: Spinal System XYZ
Report Type: CDRH: eCopies

Outline

Packaging Files Dialog

@ submission

Packaging Submission Files

»'] eCopy Structure
] Non-Volume Based

|+ | Statistical Data and Misc Files

Step 2 File Attachment Verification (may not be relevant for all Submission types)

)

=
W
File Attachment List o
File Name | File Title |__GQuestion Count | File
001_Cover Lelter 03JUL12.pdf Cover Lelter 1 07103201202

. |Device Description
.. |stals data

* Applicati... [x-rays

Cancel

Previous ‘ ‘

Next

06/27i2012 04,
0712712012 12
0712712012 12

Click Next to proceed.
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27. Step 3 of Packaging Submission Files allows you to actually create the package. You initiate
this by clicking Package Submission Files. When it is done packaging the files, it states
“‘Complete” in the status bar.

File Edit View Output Tools Help

[EYEIE M=) mAE e

Salele

&;‘[?H@‘#'

o

Submission Name: Spinal System XYZ
Report Type: CDRH: eCopies 1
Outline LS
@ submission | Packaging Submission Files @
] eCopy Structure | ™
] Mon-Volume Based Step 3 Package Creation |
sl
i
/) Statistical Data and Misc Files L ESEL LIS L ¢
@\ sfter completing all steps to this point, click the “Package Submission Files” button below 1o begin creating the L
— package file. “4
Package Submission Files | | 0% L
ey
i
Cancel Previous | | Next

Click Next to proceed.
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28. Step 4 of Packaging Submission Files provides next steps for the applicants.

Packaging Submission Files =)
Transmit Submission Package
Review Submission Package Transmission Instructions
Submission Package Created Successfully

1. The submission folder and contents have been successfully created. It is named
2ald25c7-1a44-b11c-528¢-627832bbeff9 and is stored on vour local drive at the location vou designated
(i.e., File > Preferences > File Location tab > Package Location).

2. Copy and burn the folder content onto a CD or DVD., or other media. Do not modify the contents of
this eCopy after it is generated by eSubmitter.

For additional help, please review the eSubmitter-eCopies quick puide at:
http'www. fda. gov/ForIndustrv/ FDAeSubmitterucm3 17334 . htm or contact cdrhesub@fda hhs gov

NOTE: You are responsible for mailing a complete submission package to the Document Control Center (DCC).
This complete package includes: (1) your eCopy (which you generated via this eSubmitter process) with a cover
letter that is signed and includes an adequate eCopy statement; (2) one paper copy of your submission; and (3)
and any additional required copies. Please monitor the MDUFA III website

(http:'www.fda gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MDUFATTT/default. htm) for new
nformation on the eCopy program.

| Previous | | Done

29. Select Done to close the packaging step.

30.You will be returned to the main screen, from there you may choose to File> Exit, New, Open
existing or close.

Edit View OQuiput Tools Help

File
& New.. | EIENER: - -
€J) open Crl-O iﬁ IQ “) q;.[g & | P ‘B g 9

Close uick guide

Save i: eCopies

save As... Screen: eCopy Structure
of Delete... ]

; eCopy Structure
Properties...
#\  The structure of an eCopy is highly dependent on the

Preferences... = Py e '

Eéi Exit 1. Volume-based eCopy submission (generally recor
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